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Meeting with the Registrant (Rohm and ﬁaas) Regarding a 20-Month
Mouse Feeding Study with Ri-2915 (Goal™ Technical) and Perchloro~
ethylene Carcinogenic Risk Assessment.

Lamar B. Dale Jr., Ph.D. NG e

Acting Chief, Taxicology Brarch/miD™ (16=763) -~ * —¢—

Robert Taylor
~ Product Manager #25, Registration Division (TS-767)

‘Persons in Attendance: Dr. P. Newberne (MIT)
Dr. S. Kresminski. (Rohm and Haas)
Dr. J. Smith (Rohm and Haas)
Dr. W. Dykstra (Toxicology Branch)
Dr. S. L. Chan (Toxicology Branch)
Dr. L. B. Dale (Acting Chief, Toxicology Branch)
Robert Taylor (Product Manager #25)
Dr. L. Mishra (Toxicology Branch)
Roger Gardner (Toxicology Branch)

The meeting convened at 10:30 a.m. in the third floor conference roam,
East Tower, Waterside Mall.

Dr. Kreminski (Rolm and Haas) discussed the cancer risk associated with
the [ zesidue of per lene (PCE, a solvent used in the manu~
facture of technical grade Goal™ . He mentioned the Agency's acceptance
of the levels of PEC found in formulations as permissible (Code of Fed-
eral Regulations 40. Section 180,1001, page 391).-

A letter fram Dr. Newberne (MIT) to Dr. Smith (Rohm and Haas) was pre-

sented as background information for subsequent discussions (See attach-
ment.) .

Dr. Newberne explained the microscoplic responses dbserved in livers fram
mice given a variety of chemicals from enzyme inducers such as -
bital to carcinogens such as AAF, Heﬁ:{plainedthehyperplasticnodules
cbserved in the mice treated with Goal™ were the result of focal necrosis
followed by tissue regeneration. He further stated that hyperplastic
mduﬁesarereversibleinanimlsymmgerthantmsee{aminedinthe
Goal study when administration of a toxic substance is stopped. Also,
he described two criteria used to identify malignant tumors, and these
are (1) infiltration or invasion of surrounding tissue by tumor cells,
armd (2) metastasis to other organs such as the lung. He found no compound
related incidence of such tumors in the slides he examined.
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Because of the considerations described above, Dr. Newberne and the
Toxicology Branch views the hyperplastic nodules as regeneration of
liver damage associated with the toxicity of Goal . It was concluded by

the Toxicology Branch that the 20—xmnthRstudy with mice showed no car—
cinogenic activity associated with Goal .

Attachment

cc: William Dykstra, Ph.D.
Toxicology Branch/HED

S.L. aml Ph.D.
Acting Section Head #5,
Toxicology Branch/HED.



